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DETAILED ACTION 

Election/Restrictions 

1 . Applicant's election with traverse of Group II in the reply filed on December 28 
2006 is acknowledged. The traversal is on the ground(s) that there is no undue burden 
imposed in the Examiner to examine the subject application as originally filed. This is 
not found persuasive because Group I and Group II are drawn to two distinct inventions 
and would be separately searched based on their different classification. 

The requirement is still deemed proper and is therefore made FINAL. 

■ 

2. Claims 1-45, 82, and 83 are withdrawn from further consideration pursuant to 37 
CFR 1.142(b), as being drawn to a nonelected invention, there being no allowable 
generic or linking claim. Applicant timely traversed the restriction (election) requirement 
in the reply filed on December 28 2006. 

Specification 

3. The disclosure is objected to because of the following informalities: Reference 
character 202 is used for the therapy profile in line 18 of page 10 and for the first lead in 
line 7 of page 1 1 . Appropriate correction is required. 

Claim Objections 

4. Claims 47 and 48 are objected to because of the following informalities: There 
appears to be words which are missing after "46," in line 1 of claim 47. Appropriate 
correction is required. 
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Claim Rejections - 35 USC §102 

5. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

■ 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

6. Claims 46, 52, 53, 56, and 57 are rejected under 35 U.S.C. 102(b) as being 
anticipated by Weaver (U.S. Patent No. 5,389,069). Weaver discloses a method for 
treating a cancerous tumor comprising implanting an electroporation device (10) in a 

* 

body, delivering a drug (40) to the body, and delivering at least one electrical pulse 
across a portion of the tumor. The drug (40) is delivered via an external drug apparatus 
(42). In Figure 2, Weaver shows a drug catheter (54) coupled to a housing (62) of the 
electroporation device. Weaver teaches programming the electroporation device which 
may occur after implantation (lines 23-53 of column 4). 

Claim Rejections - 35 USC §103 

7. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

8. Claims 47 and 48 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Weaver in view of Prutchi (U.S. Patent No. 6,152,882). Weaver discloses the 
method substantially as claimed. However, Weaver is silent to the step of sensing a 
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biological parameter and providing a sense signal based on the biological parameter. 
Prutchi discloses a method of electroporation with a device having a electroporating 
electrode and a sensing electrode (lines 1 1-60 of column 6) and using a temperature 
sensor to provide a temperature signal which is then used to control the delivery of 
current flow. It would have been obvious to one having ordinary skill in the art at the 
time the invention was made to provide the device of Weaver with a temperature sensor 
as taught by Prutchi as Prutchi teaches that it is well know to use temperature sensors 
in electroporation devices to determine the temperature of the tissue being 
electroporated and to use this temperature signal to control the electroporation 
procedure. 

9. Claim 49 is rejected under 35 U.S.C. 103(a) as being unpatentable over Weaver 
in view of Hofmann (U.S. Patent No. 6,120,493). Weaver discloses the method 
substantially as claimed. However, Weaver is silent to the step of detecting a qRs 
complex from an electrocardiogram and synchronizing the delivering of the electrical 
pulses with the qRs complex. Hofmann discloses a method for treating a cancerous 
tumor by electroporation and further teaches detecting a qRs complex from an 
electrocardiogram during the delivery of electroporation pulses (lines 19-45 of column 
17). It would have been obvious to one having ordinary skill in the art at the time the 
invention was made to provide the method of Weaver with the steps of detecting a qRs 
complex from an electrocardiogram as taught by Hofmann as Hofmann teaches that it is 
well known to monitor a patient's heart while the patient is undergoing the 
electroporation procedure. 
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10. Claims 50 and 51 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Weaver in view of Whitehurst et al (U.S. Patent No. 6,733,485). Weaver discloses 
the method substantially as claimed. However, Weaver is silent to the step of 
measuring impedance across a portion of the tumor and comparing the impedance to a 
threshold impedance value. Whitehurst et al disclose a method of treating a cancerous 
tumor by electroporation where the impedance of the tissue being treated is measured 
and the delivery of the electrical pulses is adjusted based on the comparison of the 
impedance measured to a threshold impedance value (lines 37-49 of column 18 and 
lines 12-66 of column 19). It would have been obvious to one having ordinary skill in 
the art at the time the invention was made to provide the method of Weaver with the 
step of measuring the impedance of the tumor as taught by Whitehurst et al as 
Whitehurst et al teach that it is well known to use a measurement of impedance across 
a portion of the cancerous tumor to determine if the electroporation procedure needs to 
be continued. 

1 1 . Claims 54, 55, 58, 59, 63-65, 67-72, and 76-79 are rejected under 35 U.S.C. 
103(a) as being unpatentable over Weaver in view of Sterzer (U.S. Patent No. 
5,386,837). Weaver discloses the method substantially as claimed. Weaver also 
discloses the electroporation device as having at least one lead (20) with a therapy 
electrode (18) and delivering about one to about ten electrical pulses. Weaver also 
discloses delivering at least one electrical pulse of about 100 microseconds to about 
1000 microseconds. However, Weaver is silent to the step of increasing a temperature 
of the body near the tumor prior to delivering an electrical pulse. Sterzer discloses a 



Application/Control Number: 10/695,848 Page 6 

Art Unit: 3767 

method of treating a cancerous tumor such as a breast carcinoma by delivering a high 
frequency stimulus which increases the temperature at the site of the tumor (lines 45-68 

■ 

of column 3), thus allowing the cells of the tumor to break down such that a 
chemotherapeutic drug can more easily enter the tumor. It would have been obvious to 
one having ordinary skill in the art at the time the invention was made to provide the 
method of Weaver with the step of delivering a high frequency stimulus to increase the 
temperature near the tumor as Sterzer teaches that it is well known to increase the 
temperature of the tumor as it will provide for better delivery of the chemotherapeutic 
drug into the cells of the tumor, and thus, this will provide for better treatment of the 
tumor when the electrical pulses of the electroporation procedure of Weaver are 
applied. As to claim 59, Sterzer discloses a controlled rise of the temperature of the 
tumor and also allowing for a high therapeutic temperature which is below a safe 
temperature. Therefore, it would have been obvious to one having ordinary skill in the 
art at the time the invention was made that by increasing the temperature of the tumor 
by applying the high frequency stimulus as taught by Sterzer would require sensing the 
temperature such that the temperature of the treated tumor can be kept at a safe level. 
As to claim 68, Weaver discloses delivering electric pulses in the range of 100 volts to 
1000 volts. Therefore, this is seen as delivering at least one electrical pulse producing 
an electric field strength of about 700 volts/cm to 1 500 volts/cm as the actual electric 
field strength would be dependent on the relative location of the first and second 
electrode and of the size and location of the tumor being treated. 
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12. Claims 60 and 73 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Weaver in view of Sterzer as applied to claims 58 and 72 above, and further in 
view of Hofmann. Weaver discloses the method substantially as claimed. However, 
Weaver is silent to the step of detecting a qRs complex from an electrocardiogram and 
synchronizing the delivering of the electrical pulses with the qRs complex. Hofmann 
discloses a method for treating a cancerous tumor by electroporation and further 
teaches detecting a qRs complex from an electrocardiogram during the delivery of 
electroporation pulses (lines 19-45 of column 17). It would have been obvious to one 
having ordinary skill in the art at the time the invention was made to provide the method 
of Weaver with the steps of detecting a qRs complex from an electrocardiogram as 
taught by Hofmann as Hofmann teaches that it js well known to monitor a patient's heart 
while the patient is undergoing the electroporation procedure. 

13. Claims 61, 62, 66, 74, 75, and 80 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Weaver in view of Sterzer as applied to claims 58 and 72 above, and 
further in view of Whitehurst et al. Weaver discloses the method substantially as 
claimed. However, Weaver is silent to the step of measuring impedance across a 
portion of the tumor and comparing the impedance to a threshold impedance value and 
to the specifics of the cancerous tumor being an osteosarcoma. Whitehurst et al 
disclose a method of treating a cancerous tumor by electroporation where the 
impedance of the tissue being treated is measured and the delivery of the electrical 
pulses is adjusted based on the comparison of the impedance measured to a threshold 
impedance value (lines 37-49 of column 18 and lines 12-66 of column 19). Also, in lines 
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57-67 of column 8, Whitehurst et al teach treating an osteosarcoma or bone sarcoma. It 
would have been obvious to one having ordinary skill in the art at the time the invention 
was made to provide the method of Weaver with the step of measuring the impedance 
of the tumor as taught by Whitehurst et al as Whitehurst et al teach that it is well known 
to use a measurement of impedance across a portion of the cancerous tumor to 
determine if the electroporation procedure needs to be continued. It also would have 
been obvious to one having ordinary skill in the art at the time the invention was made 
to use the method of Weaver to treat an osteosarcoma as taught by Whitehurst et al as 
both Weaver and Whitehurst et al teach using electroporation to treat cancerous tumors 
which can include osteosarcomas. 

14. Claim 81 is rejected under 35 U.S.C. 103(a) as being unpatentable over Weaver 
in view of Sterzer as applied to claim 72 above, and further in view of Martinez (U.S. 
Patent No. 6,592,519). Weaver discloses the method substantially as claimed. 
However, Weaver is silent to detecting a drug concentration within the body. Martinez 
teaches an electroporation method which includes using a drug delivery catheter (110) 
with a sensor (130) for monitoring the amount and concentration of drug at the location 
in a patient's body where the drug is being delivered. It would have been obvious to 
one having ordinary skill in the art at the time the invention was made to provide the 
electroporation device of Weaver with a senor for detecting the drug concentration 
within the body as taught by Martinez as Martinez teaches that it is well known to 
monitor the concentration of a drug being delivered to a patient during an 

9 

* 

electroporation procedure. 
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Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Bhisma Mehta whose telephone number is 571-272- 
3383. The examiner can normally be reached on Monday through Friday, 7:30 am to 
3:00 pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Kevin Sirmons can be reached on 571-272-4965. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 



published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 
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